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The following corrections or additions to the January 2001 list were published in the Federal Register in November
2001.

Change of Sponsor

NADA Number: 118-123

From: Elanco Animal Health, A Division of Eli Lilly & Co.
To: Ivy Laboratories, Div. of  Ivy Animal Health, Inc.

8857 Bond St.
Overland Park, KS  66214
Drug labeler code: 021641

Change of Sponsor’s Name

From: Marsam Pharmaceuticals, Inc.
To: Marsam Pharmaceuticals, LLC

Bldg. 31, 24 Olney Ave.
Cherry Hill, NJ  08034
Drug labeler code: 000209

Addition of Patent Information

NADA Number: 108-901

Patent Number: 6187818 Expiration Date:  June 17, 2018

Correction of Patent Information

NADA Number: 141-052

Patent Number: 4839342 Expiration Date:  August 2, 2009
4649047              March 19, 2005
5411952              June 13, 2006
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Suitability Petition Action

Number: 01P-0382/CP1
Sponsor: ECO LLC
Petition: Request permission to file an ANADA for a generic new animal drug ivermectin/pyrantel which differs

from the pioneer product, Heartgard® Plus, Merial Ltd., NADA 140-971 by the following
characteristics: The generic product will consist of a different dosage form (compressed chewable tablet)
from the pioneer.

Action: Approved on November 6, 2001.

Number: 01P-0394/CP1
Sponsor: ECO LLC
Petition: Request permission to file an ANADA for a generic new animal drug ivermectin which differs from the

pioneer product, Heartgard 30® Chewables, Merial Ltd., NADA 140-886 by the following
characteristics: The generic product will consist of a different dosage form (compressed chewable tablet)
from the pioneer.

Action: Approved on November 6, 2001.

Number: 01P-0425/CP1
Sponsor: First Priority, Inc.
Petition: Request permission to file an ANADA for a generic new animal drug ivermectin which differs from the

pioneer product, Heartgard 30® Chewables, Merial Limited’s NADA 140-886 by the following
characteristic: The generic product will consist of a different dosage form (compressed chewable tablet)
from the pioneer.

Action: Approved on November 15, 2001.

Technical Amendment

The Food and Drug Administration is amending the animal drug regulations, 21 CFR 558.62, to reflect the dose range (45 to
90 grams per ton) of arsanilic acid for Type C medicated poultry feeds reported by the National Academy of
Sciences/National Research Council (NAS/NRC) Drug Efficacy Study in 1972.

The Food and Drug Administration is amending the animal drug regulations, 21 CFR 558.258, to restore indications for
fenbendazole medicated feeds for cattle which were inadvertently deleted as a publication error beginning with the revised
April 1, 1996 edition of the Code of Federal Regulations (CFR).

The Food and Drug Administration is amending the animal drug regulations, 21 CFR 520.1660d to reflect approval of a
supplemental abbreviated new animal drug application filed by Bimeda, Inc. that provides for a revised withdrawal time for
the use of oxytetracycline hydrochloride soluble powder.  The supplemental ANADA 200-144 provides for a zero-day
withdrawal time after the use of the product in the drinking water of turkeys and swine and is approved as of September 17,
2001.  Additionally, the regulations are also being amended to reflect approval of an additional pail size.


